
AN SERWCES 

Food and Drug Ad~jni~~~a~i~n 

Draft Guidance fur Industry an Exercise-Induced Bronchospasm (E&t)-Developmen 

of Drugs to Prevent EH3; Availability 

MARY: The Food and Drug Admi~is~atiu~ (FDA) is announcing the avai~a~il~~ of a draft 

guidance for industry entitled “Exercise-Induced Bronchospasm @II+-Development of Drzlgs to 

r?revent Err3 .” e draft guidance is intended to assist sponsors in developing clinical trials fur 

drugs that prevent EIB. The draft guidance addresses the types of trials that s 

It a!sa discusses such issues as exercise testing, efficacy end points, and statistical. analyses. 

DATES: Submit written or eXectronie mnments on the draft guidance by [inseti da&z 60 &ys aJter 

are weXcome at any time. 

ADDRESSES: ~~~~t written requests for single copies of the guidance ta the Division of Drug 

-4&W), Center for Drug Evaluation and Research, Food ;ulid Drug Ad~n~s~a~~~~ 

5~~~ Fishers Lane, Rockviffe, MD 20857, Send one self-addressed adhesive label to assist that 

office in pr~~~ssi~g your requests. Submit written comments an the draft guidance to the Dockets 

Management Branch (HFA-305), Food and Drug Ad~~s~atiQ~, 5630 Fishers Lane, un, 1061, 

~~~kvil~e~ MD 20852. Submit eleetrotic ~~~~~ts to http://www.fda.g~v/d~~kets/e~u~~nts. See 

the ~~~P~~~E~TA~~ I~~U~~AT~~~ se&ion for eIectronic access to the draft guidance documeat. 
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F’URTWER ~~~~R~AT~~~ CONTACT; Sandra L. Barnes, Center r Dmg Evaluation and 

Researc -5?O), Food and Drug Adm~nistratiun, 5600 Fishers Lane, RuckvilIe, 

3~~~82~~~~5~. 

A is annu~~c~ng the avai~abi~i~ of a draft guidance fur industry entitled “‘IExereise-Induced 

run~husp~m (~~~~~eve~uprnent of Dogs to Prevent Ef .” This draft guidance is intended 

to assist spunsurs in designing clinical development programs tu achieve an ~ndicatiun fur the 

. Drugs that are given ~~uni~a~~y to control asthma may also lessen the 

prupensi~ to devefop EXB, as a general consequence of decreasing bronchial hype~ea~tivi~. An 

impu~~t dist~n~~un is made, however, between such ~~uni~a~~y ad~nister~d gs and shurter 

acting drugs that are given acutely to prevent ur treat EIB, This guidance document is intended 

to provide aI design sngg~stiuns to help guide spunsurs who are interested in developing drugs 

at are given acutely tu prevent EIB. 

s draft @idance is being issued consistent with FDA’s good guidance practices regufatiun. 

(21 CFR ~~~1~5). e draft guidance, when finalized, will represent e agency’s cm-rent thinking 

e d~ve~u~ment of drugs tu prevent EEL It dues nut create or confer any rig 

fur ur un any pemm and dues nut operate to bind FDA 13-r the public. An alternative appruaeh 

used if such approach satisfies the requirements of the applfieabfe statutes and regulations. 

Interested persuns may submit to the Buckets Management Branch address above) wades 

or efectrunic eurnments on the draft guidance. Two cupies of any ~u~ents are to 

except that individna~s may submit one copy, Comments are tu be identified with the docket number 

found in brackets in the heading of this document. The draft guidance and received Eugene 
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